26. Laccer, subject: Ua^ of Volunceera as Subjects of Raaear-iih, daced 
17 iaaufir-v I9b7 . rrom TTie AijUtanc Genarai, Depar.-ianL of iha Aray , La 
C<?n rT?:t ^ '"ji E G^ne^'fll, U.S. Coacln.an.Lal Aray Ca^caud . 

27- Cllslcai Hesearch DeparcaeQE SOP Wo. 5. d^ced 12 Aur-^ac 1968, 
"Valuoceer ScreeuJ.^S iTid Seleccloa- " 

2S- Chief of Stiff aeg-^arlDC Nc. 6QI-1 (CSR601-i), Deparc^ecc of c±e 
Ax=7. Office of die Chief of Scaff, daced 27 ^Tch 1973- 

29- Leccar, subjccr: RaqTiircsenc for Voiuntiaer Program, aioDedicai 
Lahora'arT", Edgavood A^rsaaal , dared 20 Sepcaaber 1?73 . 

30. Laccer, subject: TDT Parsocnel o£ Use as Voiuntaers "o Rfi^earcEi , 

dacEQ 9 Occsber 19 73, frcm Chief ot Risearch and Devalopmenc, Deparczpant 
of -he Amy H ro Cccziajider, [J^S- Ar^zy hareriel CoEz^and and The Surgeon 
Genecai- 

21- 3ook.lac titled, "Rec— ilteaenc and Salecrlcn of ^^edlcsJ. Research 
Vniuncaers . '^ praparad Ic 19 73 , 

32 . Ldt rsr, subject : Secrui taent of Medical Research Volitcteers , fr^n 
biomedical las oratory Director , -a AMC, dated 3 Janiiacy 19 7'* . 

33 . News releBse, froD Office of Gilef of Inf or^aati Jn , Da:iartz:ent of 
Arziy, dated 2S July 19 75. 
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The puzrpose of diis chap-ar is Co dftscrtba briefly the avalutlon of cun- 
sear reauixe:ueo.^3 , partlcjlarlj atanaarda regflrdlag the ts atiLClaU-Cy , 
adequacy^ asd suffideacj" o£ caoaeac pracadurao, 

Ibe" absolute eseecclaiiCT at vDlunca.r7 conaeac has been chfi ecatad policy 
□f ^ht Dgpar trTvgr: ?: of Defecae aod Che DeparT:3.c!it of Che Ar^y 5liice the 
luccpclQc of auc^riry ra conducT: crperlineiicaJ. reBearch. vz.-h husan sub- 
jects. Secrecaxy of DefexLse Wilaoa'a nejarandum allowed zhsz parcicipa- 
cion af asy b;sBu v^s gubjeci: tui ciie condltlDQ of vriliiricary cciiaenc. This 
=taric chat "the person Involved should have legal capacity no give cotmenC; 
should be so ai-i^ced as ro be abla Co exorcise free power of cholc=, uiih- 
ouc che Iscerventloc of any elemenc of force, fraud, deceit, duresa^ o^'er- 
reaching, or other ulterior form of canatral^^c or coercion; and should have 
sufficient ]c;owiedge azji coaipreliecflion of the elenents of -he subjecc natcer 
X;:-volved as 'o enable hlar to -^i^ an rjcderatacdiag and anlighcened decision. 
This latter elEaent required that before che accepcance of an affl^Tiatlve 
deciiaioc by the operlsenral ffuhject, thfira should be tade fcnovn en hi::: the 
nac-are, duracino, and purpoae of che ccperlaenci th* method acd maana by 
which Ic ia to be conducted; all Incnnve^iiancea and hazards raaaonably to 
be erpectec; and the effects upon bJB health or person vhich aay po»aibly 
ccTie fro^ hia particlpaClnn tii the eiperlaienC."^ The ac^orandua ftifther 
alloved that: "The duty and responaihilities for ascertaining che quallcy 
of che coasenc resca upon each Individual wno initiacea, dirccce ar engages 
In che experinenc. It is a peraooaj. duty and reflTJonalhlllty which nay not 
be delegaced zo another vlth Izqsuni ty - " Th'.it jnldance cace aftar a thorough 
evaluation of che rcaults of che yure^berg Trials and lengthy deliberations 
by che Araed Fortes iiedlcal Pulley Council and vaa signed peraonally by 
che Secretary of Def^ise. Uaf ortunataly, the gnidance, aound aa It aeczed, 
was fl-ffallahle to very fev, due to the "TOP SECZZT" clasBlfi cation placed 
on IC, In fact. It vaa not declaaalfied until August 1?75, during Che 
conduct of the Inspector General Inquiry. aovever, on 30 June 1953 cue 
Ciief cf Sca^f of che Artry published a seajrandun: through the Aafliatant 
Chief of Staff, G-i , for the Chief Oietsical Officer and The Suigeoa General 
af the Ar=7 vnich luplEnenCed Cha Secretary of Defense's guidance.^ This 
directive vaa Initially claiBlfled "TOP SECZZT." hmrever, vas tegraded 
"COSFDEanAL" and then to "UHCI-AESITTZD'' in July 1954 at the urging of 
the Secretary of Che Amy, 
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Xhr^ughoijc :he initiil years of Che Army voluncear program, cha Chief of 
Staff's aenoraQdum, kaova aa CSiJSS, ^"33 ciLed aL all echelaus as Che 
"basic policy." Thus, where ia little doubc that cccaandecs and inveatl- 
garors involved in tJie use of tfoLuaceer^ in. reaearch had access to the 
Secretarv of Defense ins crMcricms regardi3.g the eaaectialiry of infocTaed 
cooaenc for all voiuncaer subjects, Nevertheless, there was evidence 
de-veloped during this Inquiry Co indicate char in many cases consent vas 
relegated -□ a sinpla, all-purpose stat^enC to be signea by che v^luaceer. 
In ilarch 195^ «ie Office of "^le Strrgeon Ge^eraJ, of the Army aer forth rules 
CO govern the 'jae af hu^iiin vDlunceei:^ in aiedleal research-^ Tbe first of 
tbese rules straaaed Che easenLia-Lity of vrjiunttry consent ia cecr^s alailar 
to those cited in the "Vllaon rteaorandua" and Chief of Staff ^.Eiorandin; jQ5 . 
The third rule again c^rphesized that "Before che acceptance of cooflent of 
the Toiunceer> he =aiar be given adequate eiplaufltloci . He should bt in.for:ied 
of Che nature, duracion and purpose of the experiment; the nethod and Tiaans 
by «nich it Is to be conducted; all inccnvealencea and hazards reaflonahly 
to be aipectad; , and the effects i^pon hia health or person vhicn nay poasibly 
ccjiae ir:ac his pacticipatioa in the ezcperiaent." 

A review of the sliiutes of the Chealcal Corps Advisory Council seeclag In 
^r^ 19 5 J raflects that both ollitary and civilian advisors vers concerned 
vlch honoring the full intent of inforned voluntary ccoaent . The Cole til 
discussed such ?art:a.ne prablema as: ihe ^T^ '^- pfiopie zhiz could be 

trusted to i^onducr erperlinents wrLch hu^iaug ; the ability of the itlvcfl cl- 
Sator to present the aa:;ard.5 of the e:tperinenc to the volimtear in an 
ucbiase<l manner; and the need to have the experiment clearly e^qilained 
to the subjects beforehand, as veil as a prognostication of the outtoce 
of the ezcperiment^ to include infomlag the suhject :,f the outcome was 
not known- Ihey further discussed che need for a cocprehenslve signed 
statement in which the volimteer f-rould indicate hia awareness of the 
expet^jDenC anc its associated bayards. 

Volunteer Farticlpation Agregment 

The first record of volunteer agreaaeut was found in an undated, draft 
fors, probably prepared vlchin the Jledical Research Laboratoriea in late 
195^. The forziac of the tnltial proposed volunteer agreement ia presented 

below in its original form as a point of departure for the discussion of 
fut-ire generations of volunteer agreements: 



N'AME _ 

AGE , RACi , GPAD __, Serial No. 

Organization 



Nanie ot clearest Relative 

Address of Nearest Seiatl'^e 

Telepnone Nucbec of Nearest Relative 

7fl 



cerclfv chac che Tiacure of 



Lhe 


emei: 


i^eni: 


I jiave ''Q 


^uQcee 


red : 


3 Darclcica^e In 


nag 


bean 


ejTDl allied 


fui: 


■r from lhe 


acandso 


^t 


of no 3 s ib 


a hLflrsrds 


CO ni7 


hea: 


i:^. 


I car 


;l*v -ha- 


I h-HUH 


been 




ed -1-h che 


TLa ^'x 


r-e or 


cne 


i:c3erljie3r 


iJitJ :: 


r-e 


a^enca "3 be 


used. 


Crjinien- 



-.:' > 



surare 'jIClI secjriEy recuirane:iC3 . Ic Is tzj imderatandlng 
chst :he expecljitii; Ih sq des^gaed and based on che reaulca 
of JIT1 1 -la T esperlnencacicn, af che =j.Ciiral history of the dla— 
ease, oc orher probleaa under sfjdy chst the anticipated resulta 
"rfill justify the pariorziaiice of the ezperlzLei:t_ T understand 
fur-her char -he experiment vUl be 30 coaducted as to avoid 
all unnecessary physical an-d nen-sJ sufferlzig and injury, and 
Chat L v^ll be at Liberty to request tha-t the ei^eriment be 
terminated- If in ^ly opinloa I bave reached the phyaicaJ. or 
cieucai state w-here cja^jnuatloa of the e^eri^Leut becomes 
Inrposslblc 

I recogtilse that in t:he pursuit of certain experlaeits transi- 
tory j&nnal disz'jr bancs or tsacjcsciQuscess :zB.y occur sud vnen 
such ^sActlons see:= aspecially Ii^keiy "□ occur I vtlII be bo 
advised, I reco^l^^e, also , thac iinder these cir=-i=£ nances , 
I laiisc raly uDon :he slcill and vtsdcm of iihe physician gcaer- 
v-ls:^g -he expermenc to instlcu-e vhacever =edl;al or surgical 
iatas-Jces are icdica-ed to protect ne against che possibility of 
serious or permanent in-jury and/cr disability^ or death- 

1 certify thar there has been ao ccerclca, eleaerxt af fraud or 
deceit, undue =iora_l s-jasion or ccher adverse pressure brough- 
to bear In cy vdunteerlng for t.b±s szudj. I have dcsa so af 
ay ovn free vlil, csnplataly avare of all hazards, rewards and 
ceco^nicion involved. 

□A.rE: TII^TSS: 



ilthough nDc docunanted^ 1= appeared chat in Tebru^ry L95S this drafc fota 
V3S fsruarded by the Co=rTander of Che Medical Research I^boraccries co che 
Cj;3\a^d:^.n^ GeaeraJ,, Chf-T'.lcai Corps Research and Eagineeciig CcuiiaDd, for 
aDprovai.'^ In ferch 1955 the a^eenent fori was recuraed to che Medical 
iLesftarch Laboratories in. a revlaed form.' Since onlv che revised agree- 
^ear va.fl attached "o the rer-jmed Indorsement, it caanol be derersilaed 
ulrh certaiUi^ty chat the draft focai cited above was the one proDOsed. Ic 
Is possible that the origlaal draft vas modified by the Laboratory Coa- 
TEander prior to dispatch. Neverrhele3s , che revised edl-ion u-hlf^h was 
approved ac zbs IrirerTBedlace headquarters, ulch the concurrence of Che 
local Ic^l advisor, represented a suoBtanclal chaage In the content of 
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of cha origijial proposed agrg^^en!:- The flrSv -vo senc^ncas of che drafc 
agracieiic Ci3iierlin.etl in che draf" quoted above) vera changed ca rtad: 
"t, , certify uiiat I recaived, read and under^cand a docjmeac 

encizlaji. riadlcal Ileaeflrch Vnlijacaer P'^Pgrag T dated 15 March I9^5» copj 
of vTTJf-n is o^aesed hereto, and nhat :be general oature of Lbe a^erlDants 
I ^va -JO lijn leered zo parriclpfiCff in have been dplalned fron "he sciad- 
polnt of pofialhie hazards to cy bealch, " Iz uss noced chac che re^sion 
elliilEiLad Che vord "fully" fccn tha first senceacs and allzLicatBd che 
aecijod sezt^ncs ertciraly, i.e., "T certify rhac I have been fflctiliariied 
vicb che aatnre of caa experjjgnc and che ag^ica cq be used, ooacienaurata 
vich aecurlcy requ.lre:ne=.C3. " Aiidl^iona-lly. :he v-^da 'Cental disc^irbance 
or uncsnsclousneafi" faund in Che draft Ktra ceplaced hy che w^zd "di5cc:ii- 
flcure.^' There was no arldence found ^-rilch vould l^dlcsce che ^rapoaed 
format far volunteer a.gceea:encs vaa ever anaffad at ■Headquarters^ Dapart- 
laenc af the A:i=y, level, far either staff iaforoacion or approval. notf- 
ever, cj evlder^ca "Jas found ^iiich vould indicate chac such approval or 
ccardiCLaEiofl '--aa required. It -as clear, however, chat che Deoarcsenc of 
iJefense^ Desafcaent of cne Arsy, and The SuEgeoa General iacendad Chat 
the vol'jr^ceer be given ?tifftcieTtc cnovledge jpou vhich Co haae an undar- 
scaniing and enlighcei^ed decision. Judged solely by the cantenc of cha 
£gree=ent che v^limceer was required CO sign, che intent cf the Infcrnad 
ccnsenc policy did not anpear to have been fuLfilled, s^nee che rev^aed 
fcrs did :;ot r&qu:.re di^clagure of che i'nsi^Q&l agest ca sa used or c:^e 
fnZl effects of che d~jg, nor cid the publication appended Co the volun.-' 
ceer agreancit fom contain chat in.f orsation. It is posaible, houever, 
t2iac che decailad kncvledge needed by che pctenciil subject to tia^ a 
fully informed consent was Intended to be presented tc r^i^ by aeaiis other 
than tze 'Voluntee-r^a particlpatiDn agreeaent. " Assuning that vafl the 
cage, ic z:av have been incended that the publiC3t:.aii "MedicaJ. S-e^earch 
VolunteeT Pro^as" cited in che agreesant, acccicpanled by ^ verbal e^olana— 
tion at the tina of the eiperiaenc would provide the voiuateer subject che 
required kr.owledge. 

The "JSedXtal Seaearch Valuuteer Program" publication^ caccaiaed a general 
discussion a£ c^ie purpose of Che prograa:, uae of medical research valus- 
ceers, che current progras, special proble:39 o£ discipline and clinical 
^facilities, volunteer cacr-jlcrQenc. hlscary of the progtma, and the cost 
o^ tbe progTEs. Cnder the topic of current progr^s ic concai:ied a hrief, 
general d:.scussion of such macners as: auchocicy; Air 7arca and Havy 
parti cipaciou; adniniscracioa; prerequisites £or selection; Inducamenta 
for vrlujiceers; operation of the medical iresearch volunteer program 
excluding quarter 3 , tacioug, volunteer agreament , physical and psy- 
chiatric eiaziin^ciDCfi, and test tequirsiiencs) ; and scheduling of volua- 
teers^ participacioa. Raadlug and under standing chis document would 
appear to provide che pacencial volunteer 'unowladge of the overall pro- 
graii and the errviroi:=fent in whicb he would serve his ceaporary duty, hue 
would noc provide detailed Imowiedge regarding che specific expati^ient oj 
agenc z^ which be would be exposed, 

ao 
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The secoad ^djuncr which was tcencloned In Che baati: agreesenc, l.e^, "am 

eicpiacaclon frora "he s^andpolnu of possible hazaras zo aiy heal!:h , " pre- 
sij^ablv vould have been gl^ea by the neditfll lavasclgator juat prior Co 
Che conduct of ihe actual eaperljaenc - Hcuever, a ratidtc: revleu of Che 
availajDie volunCEer recocrfs failed co disclose evidence of such an a^cplana- 
clDD prior Co anpr^slsarely 19^^ . Lacer, aone cecorda raflec^ad ai: iadlca- 
ciOQ c^-ac some addiLloaal la£ai:::3Cion nay 'nsvs bean presenced co che 
vn^luscaar pclor "o a partioular axperi=ieQC. In ^hese cases , the scac^enc 
uas 5cz:33ed on the back af che basic agraeaant and read; ^'The nscure of 
tme proposed experlz:encal procedure has been personally explained to che 
ii3der5i,£ned and he agrees to par-riclpate as a VDluncaer." The atac^ent 
■-as signed b7 che valunceer and a aedical i^fflcarr Ihls "tataasnc "--afl 
sinilar to orje clced tn an ^gevood Arsenal lafomaclon Paper of Augusc 
1575 and vas . rapor-cedly used dur-lng the 1967-I?7i rl^e period.' Tne 
vordln^ of che scatenenc was open Co che conjecture of vhechar the expiana^ 
tlon Inci-Jiled cacterg regarding che specific ageuc and its effeccs at 
aerelj' che expexl^^iescal procedure. Ac any race, dacunencary evidence 
of evan this nlnlz^l cccpllance effor" vas coc r^ucd roc che early jear? 
C1953-156Z} of che pcogran. To che concrarVf evidence chat full ai^lar-a- 
clous w^re 30c given 'Jaa found in che fon of a nevs ar-lda^o and personal 
letters froc :oraer vcl^nreers seeking addle icrca.! icfcraacian regarding 
chetr participation-^ '- Although the basic volunteer parrldpatioQ 
agre^e-r vas republished on several occasiocs be— n-een 1555 and 1975> 
only ana achar char.ge was evldenc> that being the allnlnacloc of che 
data of publication of "MadlL^al S^^aarch Volucr^er ?rD?raE." Availaole 

evidence of this change indl:^ced Ic was n^e in Ig60>-'^ but could have 
been earlier- A new fcno initiated in 1975 vas che firs" =a.jDr revision 
since IS 5 5 -^ It appeared -o be trer neec che Iccenc of iniomed volijntar;^ 
caasenc. The revised fors reads as follows: 

I, , having attained ^' eighceench 

(I3th) birthday , and otnervlse having full capacity to consent , 
do hereby volunceer ca parcicipata in an Inves clgacional acacy 
enritled: 



under che dlcecriion. or 



The inplicacions of zry ijcluncary parcicipacion; the nacura, 
duraclOTi and purpose; che nie.chads and neans by vhlch it 13 
to be canducced; and che inconveciiancas and hazards which 
nay reasonably be expeccad have been explained to :a£ by 

, and are sec forth on che reverse side 

cf :h;s Agreement, which I have Initialed. I have be^n given 
an opporcunlty co ask questions ccrnceruing Chls Invesclgaclanal 
study, and any such quesclotLS have been answered co cy full and 
coinplece satififaccloa. 

ai 



7' 



I understapd chac I inay ac any uline diirtng the caur^e of chi3 
5cudy revoke cy confiear, and t.-±chd-av frca che acudy vl-hoitt 
prejudice, however, I cay be rEqulred to undergo certain 
further aiamiaacionfl , if In Che aclalon of die actendlag 
physician, such eiaifiinaLions are neceaaary for Eoy healch 
or u^ll being. 



Sigcacure Dace 

1 via present during Che explanatiDa referred Co ajove, a3 veil 

as the Vol-jntear^a oppQCCuni^/ for queatloaa, and hereby tflc- 
acaa his algnHCjre. 



Witness ' Si^nafore wace 

Tnf or:=e d Cons e:i c 

me "Vilson y^naranduni, " the Chief of Scaff >leaorandi=! 335,- and The Surgecn 
General principles-' all provided that Che hmnan subject "should have 5uffi^ 
clent ^nt^'ledge and CDQ-nceheualon of che elEnenCa af che suhlect matter 
InTclved as Co enable him CO oake an understanding and enlightened dsz±5i-QU.' 

All available evidence tndicaced chac tJlch cme exception, "iilch vlll he 
discussed under Che chapcer cm intelligence cestlng, only volizitaar sub- 
jects vers u5ed for the chemlca.! drus cr ageGC erpericiencs by Ancy laves- 
cigaccrs. ^.oreover, Che greac najoritj of the volitn'aers signed f-r -r-H! 
volunteer a^ec::enc$ , prlar L.a par"lclpaCioQ la experlnencs - These tazZs 
«ere cade inindactly clear through for^ial tesclisonv at fnr:ner ^edlcaj. 
Research Labors Cory Cocr-anders and Invesclgatocs j----^- — '•-'^i^J revlev 
of offlc-al reports (clced else^nere in chls report) ; Ceviev af available 
volunceer records; iacervlew of toraer vcLunceers; and Infomal dlscussiong 
vlch f^edi.cal L^oracary e:ipLoyeea- Thus, the queatlac -Jaa not whether :he 
aubjeccs vt3 Luntecred , buc whether Chey ware provided aufficienc Infocia- 
ClDQ CD pemlt an enlightened decision. Several factors were apparently 
weighed by ihe ledlcal loves tlgatars in an evaluation of Che depth of 
itnow ledge cade available Ca che vcluntear- These factors ware: securiry 
requirements surrounding che experiaiental agent or testing procedure; 
invaiidacloQ sf the ocjeccivicy of che cest results through suggestion 
of vhac '-"35 expected of the volunteer under the influence of che drug/ 
agent (placebo effect) ; depth of available knowledge and personal con- 
victions of che investtgacoc :-egardiag effects of Che experlcental con- 
pound; and a Judgneat of trhac Infotaaclou would be of value ^o the volun- 
teer subject in leaking his decision. This la not Co say that theae factors 
when reviewed i^ respect to preaeut knowledge, ware valid couelderacloua . 
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but, rscher, 1^ is C3 peine out thac there uas apparant concern at the 
^izie -he ai:;>erl:aeQ=s uere ctxidiicted. TaG first of cheae ractara uas a 

-^ncem wnich vas refLecced ia cha i3.1-iai draft participaclDn agrscmenr^ 
a:id which scared: "I certify chat I have been familiarlxed vitEi che 
aarura of the ccperlmenL and Che agents ta be used, cdtud ens urate vlth 
sec-jLCt-^ requlreaieats. " Aj,-hDu.gh tb-la phrase ^35 cot found in the 
approved, edition ot the vnlunteer agreement, neither ^"as a reference 
CO discinauia of che agent- 1^1116, the approved agreenent rmicved the 
aandac jr7 requireneat for "he Invest igatoc to''d±3cloae the acrual ageat 
or to decar^^je tbe security ciasalficatica of the dnig/agent and xatch 
it a^aiaat the security clearance ot -he Tolnnceer, It la difficult z.d 
Iziaglne an inveStigstDc vJthhnlding the Identification o£ the en^erlnecral 
agent froa the vnloncaer because it was highly claealfled, and there uas 
CD evidence found of tnia happening. On the other band, if a nedical 
investigator ainply apprised the Tolimteer subject that he vas about to 
receive an experimental agent called FA. 14*76 or HA L725 or LSD or any 
ether Laboratory ralaced nomenclature ^ this vould appear to be nothing 
core rh?n paying "lip sarrice" Co the reoulreaent. Therefore, discloaura 
of the agent name or withholding It might oot have been niatarial to the 
ToLuntaat 's declsioa process at the time of the experiment, Soweuer, It 
vtjilIq seera appropriate that the volnntaer should have sesn provides » aotie- 
tine during the vTjii::ateer period, the medical name of the drug in the 
event of future adverse regctinos, 

Coocera for the objectivity of tha e:tneriment (-as reflected in the Arrry 
■Regulation (AS 7C^-Z5),^31 Tuly I97i, goverriing the use of volucteera as 
subjects of researth^'^ which pccrvlded that; "He vill be told as much 
of the nature, duration, and purpose of the e:cperlment, the method and 
i::ean3 by vr^ich it is to be conducted, and the Inconveniences and hazards 
za be ejected, as vill not invalidate the results," If that statement 
extracted fr:7a the c^n tccr of the regulation anpears bland and Illcou- 
sistent ^-"ith the intent of Inroraed consent, such does not appear to 
cave been the intent. Rather, the purpose was to illuminate that the 
objectivity of ':.ss~ -esults was a concern of the aedlcal investigator. 
The 19b2 edition of the regTilatlon contained a similar caution. So 
e-?idcnce was found '-"hica would IndicaCe that any investigator allowed 
the volunteer tn accept greater risits to his health or i--ell-beiag simoly 
for the sake of more obj ec tive teat results, 

":jially, there is the question of hou much of his own knowledge and 
possiiie contrary opinioos did the in-jeatigator have to telata to the 

volunteer, Evidence cevicved duxiag the research effort indicated that 
^':i^ medical research personnel ernployed at the Chemical, Corns Medical 
Research Laboratories were among the 30s t knowledgeable in their field 
and that they were kept abreast of related research findings by civilian 
investigBtoir^. Neverthelesa , there were no records located vhlch wr^uld 
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■ corrobarace ar sscabilsh char: che Invastigators prese:icad all ihe medical 

^vldf^cfi available ro tjie volunteer. Nor could 1" be detar^ined chac w-hat 
-ja.5 re^ocrad as evidence bj one i:ive5tigator vas accepted as auca by snccner 

The scablea a£ voluni:ar%' cflc^eai; uas noc peculiar ta 'he Arny; i- va5 
ca=aao ^0 all radical liivesclgators. In June 1966 Dr. Hen.ry S, Seacher, 
of harvard Medical School, a long-clae coaBuItacc to the Ar^y Surgeotia 
■ General, ^^ addressed the prohleaj of consent in a special article for Che 
Sev laeiand Medical Joui-gal , ^^ 1ji which he urote: "All an-cailed codes 
~ are based an t-"ie a6 5".=::0C:LOD ^hat Tieacingful or in.f3r::!:ad c^^nseiic ia readily 

available for the asitiug, . . . "his is very oftea not the case. C^iisen- 
ih inv fully iifoi^ed sense asj noz be obcainabLa. ^ever-heleas, it cemaioa 
— * a goal toward which cae mist strive far socioiosical, echlcal aiu£ clear-cut 

legal reasons, lujere is na choice in the natter. If suitably aupraached^ 
pat:,e.3t9 w^i accade, on the basts of trust, to any reques- thelt physic^^an 
_^— iay sake. At the ssDe time, every e^rper leveed Investigator ^ows that 

pa-tiflncs will cfz-sn subolt to inconvenience and some discomfort, If t.Tey 
do not Last very long, but the iisual patient =111 aever agree ta jeopardize 
_ sarlDusly hia health ar his Ufa far the sate of science," 3is article 

~ coutinued; "In any precise sesse, ^catenents regardln.g cccsenc ara 2:aan- 

lagiess unless one fciows hov f^aily ^he patient was Infomed of all rislca , 
and if these are aot kncr-Ti, chat fact should also be aade clear, A far 
^ 3jra dependable safeguard than consent is the presence ai a tr-ily respouslb.' 

invest^-gator," On 23 June 15G6 Ut. iAficoer's a^tlclfi vaa rfiliy^d ta ZdZ&^'f>t 
Arseoil bv the Cc=iarLdl::g Geaeral of the ]iedical Research and Developaent 
_— Co^nand,-^ ^ urged Che Co=a3.der at Sdgewood to be alert to ::he require— 

aent for infomed voluntary couseut ou the part of each volunteer subject. 
One 3]ach latar the Zdgewood Arsenal Conrnander responded. -1 He reported 
i _ that a cauy of the Seecher article had bean fum-iahed to all profassiocaJ. 

;:et3cn-nel at the Judical Res&arch iLaboracorles. Moracver, be atatec that 
"all volunteer test subjects, after a thoroij^h Irxdoctri^acion and briefing 
on the progrsa in w^ilch chey are participating, 3ign a volunteer particl- 
~ pat:.an igre^nent m inplicata. Such procedure has beeri reviewed auc 

approved from the legal stanapoinc by representatives of the JAG," His 
reTiiv inaiied that the agreement slgr:ed by the subject "was used for the 
— ~ protection of the docrsrs and the Artiy in general and not specifically 

as a means of coccuunicatJLng the hazards of an e-xperl=:ent to the DOteTitlal 
'/nljnteer, vhlch was apcarendy the function of the briefing that report- 
edly preceded the signing of the agreement, Sow^ver, documents regarding 
recruiting procedures and some vol-jcteer records iudicated that in nost 
cases the agreement was signed prior to arrival at Idgevaod Arsenal, or 
_ OQ the first day after arrival. In either case , it 'Jua usually gigoed 

~ before the subject w^s selected fsr a specific agent test- Therefore, 

It --ss noc likely chat meaningful taf acinatiaTi regarding ail bacarda to 
his health wera provided Che volunteer priac to his signing the particl- 
— ~ pation agreement. Thus, It w«s apparent that full cornplianca with the 

34 



"iafor^ed causenc" requlresen^ callad upon oral cuoucuai cation aetvaan the 
vespcnslble phv^tclan and his padenCt and upon ::he fl.E=iy'g ablllr/ zo 
litsure C:ie oresance of C-^e required. Quaber of "uiy respocalhla lavescl- 
gac^rs- E'/ldance chac mora than 7 ,000 voLunceecs were "esce^i ac Ldgavood 
Araanal wlchouE a aiagle fat^llcy ar aeriaus lnv-:ry muse be accepted as 
supporting evldEQCE of che ability of che f7.S. Ax^y and tha [iied±cil cegeacch 
^cafi CO Ealflll cheLr reapcaaibillcles . 

Cccaar.d Ir^f luence aad tnducenent 



The probles of eucltilag soldiars to volunraer far the Cne=lcal Corps cedlcal 
"' research prograii vas fJ^LSC dlscsissad at L^le Ch^^^-sJ. Corps .advisory Cosiccll 
oeating lii Jlarch L953. Ac that time, a legal advisor -o che Chemical Corps 
cpined zha!L any offers of revarda or spaclal privileges or other antlceneTits , 
CD Include '*ha::ardous ducy pay" crlghc be cons-rued as coercion and "hereby 
Dagace Che l:;renc of che volunteers' free choice. In 'h:,^ regar J , Cnlef of 
Staft ^-anorandum 385 (basic auchorlty for use of voluntaars In rasearch) 
provided ch^c ^hs valuareer "should be so si-uated as to be able cc e:ter- 
clse free pcver of cnolce, vt chouc the Incecventloc of any elamant of force, 
fraud, deceit, duresfl, over-reaching , or other ulterior for= of cor^tralnt 
or coerc:.on. , , ,"2 T^e currant regulation [AR 7Q-25, 11 July 197iJ 
governing use of volunteers as subjects of research provided that the volun- 
teer "sust Sl"Je consent freely x-lthout being subjected to 3r:y force or 
duress . 
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Zvldence assembled during the research effort reflected that several 
loducece:: ts were offered to p-ersuade the soldier :o voluncaer . Tncae 
induce:3encs were listed in an official publlcanlon and presented ^q 
ln£tall3t:,ci: coc=auders throughout che An=y for publication as recruit- 
lag sa-arril. ° 7ney included : 30 days of temporary duty (TIT;) at SI ,50 
per dieu or 545 per monch (inoTe Chan half of a private's aonthly pay in 
zany cases) : pro^^se of a three-day pass each weekend ; backer living and 
rscrgarlcr-al accorrmodaclons than nonnally available at :=5ny tr^jop ins tal la- 
clous , such as alr-condi cloned roocs and hospital type beds ; relief from 
all facig'je cype details ; an opportunity co receive a cedlcal sxamnaclon 
not Donially available during other Trdlitary ducy asslgrjceics ; a guarantee 
of a letter of ccrrnandatlon chat vould be placed in the vaiunteer's official 

_per3Dunei file; and a sense of patriotic contrthution to the nation's 
national securicy."'^ Tnese ravards nay appear 3l=1.3al vhen viewed In 
Cer:=tS of today's Arzrj and econcay, however, in the 1950s and early 1960s 
chey represented subscanrlal reuards . Wo evidence --as found to indicate 
chat any of che pci'TllegeS were unauthorized or illegal . hovever, Che 
enphaals placed on chem during recruiting efforts appeared Co oe an 

atteapc CO influence the prospective sub jeer 's decision by offering 

promises of spec:.al priTilegas oc t awards, 

as 



Anocher [nact:ar discussed durlus Che Chc:ilcal Corpg Advi&ory Cou::cil meei:- 
ing of Jl^rch 1953 vas che need Co remove any appaarants of lEili^ary ducy 
froE Che recruiting process. Ic ocher uocda , che aoLrfier was aoc to be 
give!! anv reasca la believe chac he i^'aa axpecred to volucceer or Chat 
volucteirlzg his servicas i^aa considered a part of his -lilicary ducy . 
Aichotign it vas :icc escaollsJied that cc^izasders or recrul-ers =is',iaed 
cheir auchoriLry , rank , or poslclon ^o influence soldiers "□ volucceer > 
there ^are rcdicatloiis chac asp li caul on of che power of cocziand, axpart 
kiaowledge , and position were aspioyed in a maniier to suggest possible 
coercive. The l:ilclaJ. Arzry d-lre'cCive chac authorised rec— ,;! =ieiit of 
voluataers in 1557-- did icore thac aerely extend the geographicaJ. area 
from which 'joluateers could be sought: it aJ-so assigoed che Aray area 
coi^asndera a quota of vulunceera Co be furnished on a nonthly bis-s. 
The reasons for che directive vere fjofold: first, inadequate Cs^rers 
of voLuncears ■-'ere forthcoto-ag from che Second Arsy area^ vhlch --as the 
previous area of recnilt:ae:ic, and second, iC vas co impress unit 3r.d 
instillation cossanders of tha need to provide vclunteers. Clearly, 
rhe direccive advocaced s"rlcC observance of ^.e highes- ethical a&d 
sorii pracTiices in all recruiting efforts. Still, i- is noc inireaaor,- 
acle "0 issune char the Arzry area cSEsander vould consider hliself 
oollgated "o emphasize "he pr^j^ran to Che ei^enc necessary to fulfill 
his ci:oca- Zvidecce of the nsEthod of recrultsenc Indlcarad that Instal- 
lation coizi^anders would direc' the asscnblage of a slnlzuzi of 3G0 enlia'ed 
^^n vichoTjc regard c:? cbe voliicc^er pr^raquisi-^a for cr.e purpose af ^ 
specialised briefing Ez.ven during nacT=al duty hours by a ^,ecical Research 
Laboratory recruiter.'^ The ass^-gniiect of quotas to nilltary cos::anders , 
the involuntary assesblage of large nn=hers of anldlers , anc the skillful 
prasencarion of selectsd sa-erlal regarding che ■volunceer prograir bv a 
^.licary officer (in sonie cases a physlc^-an) could have given che pocen- 
tial '/cluuceer che Isnreasiou chac his participacion uaa dlraccly relaCed 
to performance of his ni,llcar7 duciea ^ 

In ratrospec-, full compliance could have been obtained by assigning 
ccr=iianders ceilings rarher 'han quoca; and orientation briefing attendance 
sriould have been strictly voluntary and c^ndncred during nocduty hours ^ 
Moreover, local con:n!ancar3 should have been provided core detailed inf or- 
[cation about che program; to penal- an adequace rcjiew of the presentation 
to insure chac hia croops were auare of all the faces available. The 
lat~er responsibility apparendy was neither racogalred aor fulfilled 
in che early years of the recrMlclng efforts and perhaps not in later 
years as veil- An exasple of this failure vas reflected In a Febcuarv 
1955 ieccer from the Chief of Staff, Second U.S. ftT^ry. which announced 
chac Second A;r=y i.-oald Only be casponstble for Che asss^bly of ^rospecclve 
volunteers and that all oriencaclon, identificaclon , and 5 election of 
volunteers would be handled entirely by Chemical Corps personnel-^^ Other 
cordis oc subtle pressures anpLled to persuade military personnel to volun^ 
Cetr wlli be dlscusaed in later sections concerning field tss cs . 



In s'j=ar7, Che evldez^ce clear!? reflected :;hac every soasibie medical 
caaalderarion ^as abservad by cbe prof eseionai invest: Iga tars at che Kedlcal 
Zesear^iii Laboratories; voluntEers "ere r.at fulLj i-if arsed, as required » 
prior ca their participation; acd the methods of procurlflg their ser-zices , 
la agp y cases, appeared not to have been in accord vith the intent of 
D^artseat o£ the Ar=? poiiciaa gaveraiiig nse of TTjiunceerB in rea&arch. 
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FOCTNOTZS 
CHAPTZR VT 



I, Maaorandus far Che SeiireLary of Araiy, Navy, acd Air Farce, from 
Secralary of Defease, aubjac": Use o£ Stjebe Voiuacaers ^ Experl- 
aeucal RfsaiCch, dgced Z6 Febtuary 1953- 

Z. JteacrraEdiin through Assls^acc Chief uf Scaff, G-^ , for Chief Caeslcal 
Officer aad The Sur-ieoc General, froc Chief of Staff of Che Arnv, 
"aubi^fic: Uee of Voluaceers In 3-esearch. dated 30 June 1?53. 

3- Docunent, ssiijject: Uae of Huaan Voluuceera in ^fedlcai ilaaaarcii, 
?riiiclDle5, bailees and Rules of Che Office of The Surgeon General, 
dated 12 Harch IS5^^ 

U. Cheiilcal Corps Advisory Cou-adl Meerlng of March 1953, Medical 
£:ad Related Problsss C^^zlciee zilnutes . 

J, Drafc Voiunreer's Pirrxclpatlou Agree=ienc, prepaied by Chc::lcil 
Corps Lifidlcal Laboratories, Ariry Ccesical Canter, HD , ucdaced, 

6. LatCST, subjecr: Siciiaa ?oIuEreer Agree=ei!.r: Tcra, frc=i Cjrrn7.j?r.aer > 
>*fldical itfisear-ri Laborariorles » to Coanaiiding G-ineral , Checilcal Corps 
lias ear ch aid Eaglneerlrtg Ccmsand, dated 24 February 15 55^ 

7. Ist Iri-doraeneat cc Lecter la rsfarence 6j dated 17 harch 1555, 

from CcTi^aandlag General, CJlLC a£E Comjasxid, to CoinaaiidEr, Judical 
rlasearch Laboratories . 

3. Cheiical Warfare lahorarory Special Publlcatlca ^-1^, the Kedlcal 
Research Voiuaceer Prcgran, dated June 1353. 

°. ruxor^ation Paper, subject: Policy Review for Use of Suzian 
Volunteers ( frtrm Edgevcod Arsenal, dated 29 August 1975- 

10. Voluij-eer'g Parrlcipatiou Agreenant, [J-S. Ar=7 Cieslcal Research 
and Developnant Laboratories , U.S , Arzry Ciemical Center, ^ , A C^C 
"□ra 6-9, Revised 11 June 1960- 

11. Testimony- of Dr. (COL, Set) ^ouzran "■-'. Elton, 

12. Ttstimcoy of Dr- (COL) James S- Ketchmn. 
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L^. Tescicony af Dr. (COL, Rec) Joseph R, Blair- 

li, Tescinony of Dr. (COL, Re?:) Nlcholaa C. SocClgiieri. 

1_5 . Tescl^ony of MAJ (Set) Robert Clovla . 

la. Amy Eegularlon. 70-25, dacad 31 July LSI'*, Dee of Vol^m-eers as 
■Subjeci; of Research- 

17. Chealrial Cor?5 y^edlcai Leboraccrles Special Sepa— ^^.SR Nr 71. 
Flrsu Psychachenical Conference, daced 12 May 1954. 

13- Article. New England _Me die al Journal , by Henry K. 3each.er, M.D.. 
"Tbe Probica of Conaeat," dated June 16, 1966. 

19. Surgerjn General Directive* Eacablishaeot of Ad Roc Advisory 
r- T—-' rraa □□ Use of Vol'jEceera a£ Subjeccs of Rasaaroh, dared 

9 December 1963. 

20. CDCdanding General, Medical Research and Hevelopaei:" Ccrrrrsajd LeCCer, 
suhjecr: Iaf:jraed Cocseac, Co Conszander , Idgevood Arsenal, dared 

2S Jime 1966, 

2li CiX:;::;^ndpr, ^g^uood Arsdolr Iffitber, subiec^' I^or^ed Coaaa:ib, 
to Ccrnnacding Geaeral, Medical RaD Cocsaand, dated Z9 July i9a6. 

22- De3ar"3enc of r^ce Ar^y Latter to Cotmnaadlng Generals of 11 Arties » 
sT^bject: Use of Voliinteers la Reaeardi, dated 13 Aoril 195". 

2:3. Eeadcuarrers, Seoood !:,£. Array, Let-er to Co=ziandlzg General, 
Caeniical Cor^s Research and Engineering C<jrn]and ^ subjeot: Reor-Jltnent 
of JiL2.icary Volunceer^T dated 4 Febcrjary l'i5^. 

lU. ChcDlcal Rasaarch and Developinent Laboratories Special Rublicaclon 
2-4i, sucjecr: Hedlcal Seaearch Volontaers, dated Aug'-^sr 1961. 

IS. ^.rzri M3teri.el Cocaand Letter to TRAUOC and FORSCDM, si:bject: Re- 
cruitment of Medical Research Tolunteera , dated 25 June 1973. 

26. Ar:jy Tlaes Article of 14 Tabruary 1959. titled, '^2 flen Cited as ' 
HujDan Guinea ?lgs," frcn= Cjep Irvin, CA. '"Neither of the men ^aa told 
vhat he was doing- Regularly they swallaved pills, ^ook shots and 
'.ladervanr periods In the gas chamber, bur neither of the oien knev -t-.az 
was rating or uha.t the eipediaeuts ntLftht prove," 
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27. PersDcal Laccer from Army Frivata to Che Ccosiander of Che Medical 
SftSffarch Labafacory , diCed 5 Decenbar 1970, reijuestliig decaila of the 
type af psycho chemical dr-jg, doae and poaaiblfi effects oc Eila future 
offsprlng- 

28. Parsoaa.1 Inquiry fcon Ar^v Specialise (Ji: 11 Au^uec 1967 requesclzis 
knoJiedgE oc drug ha had received aeven cancha earlier acd Ics paasiile 
affacu on hl^ mental health. 
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CHAJTE5 VII 
INrriAL CHEKTCAL WA^LJAfLS AGENT IXPESlHEHTlATtOH 
AI ZDGZ-OOD AaSZXAL 



General 



The 3ur7ose cf chis ct:£pcer Is ts brteflj de9cr±"be che research canducred 
ac "he Jiedicil Rsaearch Laboratory as a prellziinary ca md cuncxirranc -"lub 
bu=aa s-uiiias, Addiiioailly » Lt \. l11 cilgiLlight che methodala^ of cha 
ra&earch, Ca iisclude supenlaion, ccnLrala, ^cafflsg, medical cacillrles, 
aijd che quaarl'-y of Tclmtesrs used at Sdgevood Arseaal in chenical warfare 
testing. 

Ldg_gvQQd Arsen^ 

^^evood Arseaai^ located apprjarf.-rj tgly 20 lallea aartheast af BalEl^are, t^, 
'Ja.s -n-r-" g -n^-l "!t ptjrciiased in 1917 and csned Gijapatfder Seservatlc?::- t^ -"as 
re^a=ied ^gevood Arsenal in 1?I3 vtien it became the home of the ae^-'ly iarDad 
Che:zlcal Warfare Serrlce. The larT^or'ance at the. Raservation '-aa increased 
in 1920 vnen the Chenical -arfare Sciidal moved :TSa "^Itehursr. KJ. za be 
03— located vlth che Chesiical Varface Sendee at Edgeuood, Idgsvood cor- 
cinued ;o develop as che bub sf chesioal wjirfare activlEiea ; ia 19^*2 It 
-JS.S renamed the Chenl^iil Uarfara Cancer vt-h the following sub-CTjiananda : 
Cnesicai. Varfare TecbslcaX Cccrjaad; -he Chemical and Medina.! E^barataries; 
a Prov^-ng uroimd; Caeslcal "pJarfars Sciiool; Ghemlcfll Officer Candidate 
Scnooi; Chenlcal Warfare '3aard; acd the Eastern Cherilcal Depot. Sy 15^6 
the Daaulatlon. oz "he cor^iand was appro3Clzna.te-L7" 17,000 iiillcary and clvll-^ 
■fgjn ecT^loyees; at vhioh -lae It vas renamed the Ariny Chealcai Ceacer. 
Or^anx^^ational clzies changed frequeflcly becjeea. '^rorld "Jax II and the. 
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rie Korsan Witr^ but the post ceisalaeQ the focal point of Ac=y 



cheislcal varfare actlvic^-es. By 1951 there -jere three ^ia]or subordinate 
coc:iaad3 located at the center: the Research and Engineering Co^zaad 
(formerly the Technical CiTmcand); the ^laterlel Coc=flnd (MATCOMJ ; and 
the Training Cccsaad- The iLesearch and Eaglneerlcs Comnand conalsted 
af -he Chemical Research Laboratory, Medical Laboratory, and cne Engineer- 
ing Ageiroy. A year later the hedicai Laboratory 'Jsa renaaed the ChaEiical 
Coros Medical Laboratories- the Training Corxc^a-nd (Including the CJierclcal 
School) relocaced Co Fort McClellan, AL. Prior Co the 5uE3er of 1562 the 
various or s aula a c Ions and activities Located at Che Ar^ Chenilcal Cencer 
vera under the control of Che Chief Che=ical Officer, Iiepartsent of the 
Amy, 7allovlng a i&ajor Axnry reorganlcatloa In 1562 tha post became the 
responsibility of the nevly forced Amrf ^^terlal Cocnand. Also In 1962, 
Che title of the Installation usj changed back to Idgeuood Arsenal. A 
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year lacer che Axseual abaarbed 'he Jfvmlctana Coonnariii (icitLallj a can- 
Cral headquflrt.er3 imdar nhe Ar^y ilacerlei Ccsaand); che Araenal headquarcern 
also assiraed oparaLloaai respanslbi-Li;:? for Focc Derrick, HD, Pine Slu^f, 
as, and Rocrry ffauncain Arsenal, CO, which were dealgnscad as aub-poets of 
EdgevDod. In 1566, however, ciie Slologlcal Research L^boracorj flC Jort 
Decrlck vas separaced froa che Edgewnod concM-nd. Fijiallj, in 1971 Edgevuod 
Arsenal iras oerged vlLh aoocheu Qearby AX37 Materiel Corasand Inata I Iji^lon, 
Aberdeen Proving Ground- Zasenciilly, EdgewDod Ar'senal has bo^n the ceiicer 
of cneainaJ. warfare research and develcrpmtnc fcr Che paat 5~ 7011^, rccre— 



:ore 



it is noL strange to find 



-u, 



rhe gr&at buUc of che use of ■vTjl',ziteera 



in medical (cneaical) research was conducted at chat ln.sLallation., JioTc— 
over, ~^- oajoricj of chs Army's ciperts in ^ha chendcaJ. research field 
aere scationed- aC Hdeewjod.- 



In addition Co being che research hub InvuiTing huoHa auh^ecca, Zdgciwijod 
served equally i=njortan- f-jncciona la r'rv* developoenc of che: 
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pounds and cbe conduct of ^celialnary cesta to insure chac b-.=ian ts-^cing 
was safe and productive- 



The prelijzinary laboratory reaearch was absolncaly neceasary in ordtr to 
l2.flure ccQia li^nca with the basic policy governing the use of humans In 
rsgcarch. Chief af Staff Hesocaudi^:: jG5, wttich provided: "Tne erperi- 
rent should be such as en yield fr-j±tful resiilcs for the gcod of aociaty, 
unnro curable by other aiethoda or seans of sc^dy, and not randon. and ^^neces- 
B-ary in nat'sirs. Tbe nuriber of ^iunteers used ahB_Il be keoc at a z^inlsum- 
The er;>eriient should be so aesljned and based on the reaulta of animal 
eE3eri=ienc3 and a iciowiedge of the natural history of the diseaae or other 
problen under atudy that tne anticipated results will justify Che perform" 
ance of Che e^erlnent- The experin-ent ahould be so conducted aa to avoid 
a! 1 inmecesaary physical and acz^tal suffering and injury. No e^perisent 
should be conducted where there ia a prior raason to believe that death 
or diaabling injury will occur- The degree of risk to be tai;en sbould 
never eiceed that deter^slned by the htrsecitarisn l^orcacce of the problem 
to i>* solved by the eiperl=ient. ?rcper preparatloaa should ba iiadp a;id 
adequate facilities provided Co protect the eipBrimental juhjact against 
even reiMCe poaalbllitiea of injury, diaaciillty or death, the cxperiiMst 
should be conducted only by scientifically qualified persona. The higheat 
d&grse af aklll aad care should be required through all atages of the 



t of those who conduct or engage ij^ che ejrperiinent. 



In order to be in full cotrpliance with the Department of the Ar^y rejula- 
ticna and policies, scientista vera involved In a great deal of palnacaking 
research long before volunteara were oaod. The prtlitiinary vort often cook 
ytxra. 
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The firs: aad perhaps foreaoac prerequisite foe "he conduce of a quailcy 
^jragvac ^-rculd appear to be crie avalld-btllcy of acienclfically qiislified 
peraoGs- I« chj^ regard, olatorical reports reflected thar tn 195^ the 
M^jdlcai leaearch Laboratory vaa staffed vlth an abur-dance of highly quail- 
fled peracnnfil. Tnere were 31 college educated officers^ 12 of vhich vere 
medltaJ. ooqzoxs frcm flame of rhe counrry^a besr neclca.! achaola » 3 of che 
officers held Ph.U.s, and 1 waa both a Ph.D. ard an MD. Of rae IjO enllaced 
scientific and pTofeselonal peraotmei (SS??) aaal$ned, 123 held college 
degraea, 55 b^ld ^acer of Science degree a , and 11 uere Ph.Ii.a, The 117 
civilian enployees ranged In grade from GS-? to GS-17 sad iscluded mnnerous 
Ph-D.a and MDs frci-q auch leading idlTeralriea as: Harvard ^dlcaJ. College, 
-UiLl'versicy of K'.=xlch^ uaiveraity of Pen^syivac-iA, jobi_a Eopkin^ Unl-veralty, 
Princfttoa Uaiveralry, Casibrldge, Duke, Qniversiry of Bariin., Coluabls, 
Cornell, and SCanford.^ In addiilcn Co its ova aeleor ataff, rhe Jiedical 
Laboratcriaa cad coctinuci-us Input from tee private aector of uedical research 
In rhe forn of coacracr-ial arracgeaenrs, chemicaJ. and medical ad'^scry coua- 
cils, industriaJ. liaison^ and published llCeracjre. 

The nedical and laboratory facilillea and equipment were reported aa anion^ 
the best available. The cjrreEt naidern. facilities -Jsre opened In 1963* 
Thus, vtzh a corapeceac staff si^d cc^plece faculties, the >ledlc3l R^aearch 
L^borat^ry at Edg^vcod '-'ss in an axcsllenc position to conduct the preliin*- 
Jn^ry research oecessary to inaure that only the aoat pro^ialng cheslcai 
cTspoimcs '-«re used ou hu^^n subjects. 

Preliiiinar^ Frocedurea 



There --ere several veys tha.t che^cal compounds came to toe attention of 
-he ^^edical rLesaarch Laboratories, Scce cf these vera; dlscijvery by 
Medical Labora-tory e=piayees through haatc research or during ezperiments 
with other tbeizicals ; revlev of profeasloual literature; accidental or 
intentlcna.1 discovery by induHtry; and racoczcfend^ations frcn other mfiaical 
research institutions (hoch In the U,S. and other countriea). 

Hovever , the zost prevalent source of cbenical ccmpounda appeared to be 
from the Chemical Corps Industria.! Lia.ison ?rogran. An example o£ this 
aerhod vaa the discovery of henz:iJLa[:Ea (3Z), rhe 30S- iiseful af rhe knovn 
incnpacitatiirg agents developed by the Chez^ilcal Corps. It vaa reported 
"hat as of Octooer L?60 the most patent ber=ilate candidate ajent uader 
considara tion by the Chemical Corps '-ras agent EA 2277. 3£porrally, it 
vaa ontalned la 1953 -hraugh che Chemical Corps Industrial Liaison Program 
from 5of f^ar-n-LiRoche, Inc. of Nutley, NJ, where aul^ial and limited 
biisan Forposures had been condunted prior to nooinating the agent to the 
Chealcal Corps. ^ 
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' ITie Chemical Corps screeaed nhis c^cpound, along with c^ou^acida of ochera 
received iron ciieir various sourcea , to deLer3ine Ice poceanlal miiicary 
usefulness. Or^ce "he zocpounds t'lth pocenclal rilicary valua uera lelec-ed 
;toc: -^e iass of csndidane agencs , acre decallad studies would besin- Theae 
sciidlfis Jere kuown as "inlclil toxicity screening." eer.--eea 1950-1575 
appct7:i;l:i^i:al7 3i*,5QO canpouinds «ere s-udled. Follcnjliie che l2l!ilal acreea- 
lag, aach ^unipousd "as revleweQ la lighc a£ 1^9 oorenclal =lJJ.La.ry valua, 
Secordfi reflected th^ac 2^077 agenca survived che lulclal review. Ihoae 
ageR'3 gelecced for furzher chealca: acaly&l9 uere divided lar:o chrse 
general cacegarlea: proposed lirl^anEg; Incapadtaata ; and LethdJ. igancg- 

Jhe proDosad incap a ci facing agancs were ner- studied -L^ animal ^shsvlor 
tests, losing several differenc species (still la Che che^cal labcracorlea) ■ 
Next, the carididace agents vere presented to the Medical Research laiorarories 



or aoclt-aaa-L 



'esearc- , j.nltla± 



-. --. 



J. medical research included an ev^luaclca of 



Che dara svailaile frca the Cheiii-cal laboracory, evidence froci Induatrvj 
private iaacltiiclons , aod cechcical lirer-acnre- Additionally , the lahora^ 
tory ^caf f conducted pathology and pharmacology studies . Foll^vir^ ^hese 
evaluattons-, a sei^ocd aajor rsvletf vas coiiducted no furnher reduce the 
QUEber o£ candidate ccnnpounds - itacords reflected thac 2,025 of Che ava^l^le 
2,077 a^e=ts vere rejected ac thl3 stage of the re3ear=h cycle. Thr: rafr-Mn- 
ittg 51 candidate agents vere suboLtted for pre— clinical testing at ihe 
itedlcal \ejearch Lacoracodes. 

The ^GXZ laboratory studies involved tesear^l in nicnerous anlzal species , 
prophylazd-s studies , and therapy scjdleB. Only 32 candlda-te agents reparn- 
edl"' sur^^-ved the pre-cliaical research phase of ^e cycle- Ihofle agents 
vera selected for clinical testing with volunteers-"* 

it is i:::p<jrt3:i:t ~d 20 te that candidate agents entered into the research 
life cvcle throughoat the ZS-year peri.ad, f^reover, they did not proceed 
ac a unJ-ior^ speed, racher* their race of ptcgress uas depeude^c tipcu the 

priority given the aganc and the s cata-af-che-art la telacion -o the agent. 

Ouce the agenc passed the pre-clinical or aninal testing phase It vas con- 

sidersd safe far husan axperiiaents , This belief '-iS presented to Coagraae 
13 1?59 by the then Chief, Clinical Resear^ Divlsioc:, Chemical -arfare 
Laborator;^' , Arzry G^esicai Center, MD , wneu he testified regarding the 
Voluataer program at Edgev-ocd. He stated thac the volunteer prograic had 
beea cDndii::ced fot four years and It "13 ccnap asses medical protection and 
nedital creacaenr against lethal compounds as wall as the study of con- 
pounds vhich ije feel are perfectly safe to put in tfie human. To say gafe 
It oeans ECtscsive vorl<. over a period of ^ears in ■-'hlch ve are totally 
sacisfied chat there are no acuce ef feces frcm chlg coapauad that persist 
and there are no chronic effects that may come later, "^ 
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Available records and ces::±j:ioay l:]dlcacEd thac qu.cs. an aganc was decer^itied 
zo be acc:epcabla far hunisa ^s^perlnerLtaclon, a forr^al ptqcocqI tiad to he 
5i:bJclc-ad (assumlQ^ Ic "Jaa a aev agan^) 'o ob cala approval fcsr use In hi-aans - 
Thla reouear: (che derailed procedure vhs diacjaaed la an earllfir chapter) 
vas gubiEltued chrough Chealcal Connand chacneia, chrougr^ The Siirgeon General, 
for Che Secretary of the Aray's approval. Once the autbnrlry to uac volun- 
Cfiera to ^esc a specific f^lass of drugs uaa grantad, a detailed resecrch 
plan vaa prepared by the medical i=ve3 tigator- 



The plan acrztall? included a Haclag of the investigators, to 



.ade che - 



DJedlcal doctors , clinical resaarch assistants , Medical Service Corps per- 
socDel, uurses J and aidaen required; full :|u3 tliicatlao for 'he experiment; 
the abjective a£ uhe arperlnienc ; the estiaaced ciiac and cost oi the ejcperi- 
ifint; a detalleil descrlptiDO. of the appooach to be uaed zo arrive at the 
objective cf the eKpariment ; technical considerations such as special equip- 
ment or procedures required during the conduct at tne eipetlaenc ; a descrip- 
tion of each drug planned far use during the experiisent; a detailed listing 
of all references relating to the ej:pexl=ieut and ^usilar eariler expeclsents ; 
the nmabar of volunteers required fijr conduct of the experiment, a-Lmug vith 
::ne prerequisites those volunteers 3us t meet in order to qualify as suitable 
subjects; Che na=ie of the respaaaible physician asd i-here be could be contacted 
oc a 2^-houT basis; and a complete lis" of saiary raquireaenta and considera- 
tions peculiar to the sxperijnent - 



Prior -0 execution, the plan had to be approved by a Medical Board, vhich 
ncmally consisted of: the responsible physician; the Chief of the Clinical 
jiesearch 3ran.ch; the Chief of the i^eclcal rlesearci Dlvtatoc; :he Deaucy 
Director of the Bioraedicai Laboratory; and the Director of the Bionedical 
Laooracory . "^ Although the titles and [LeniDerahip of the Medical Board a^d 
the for:=al nature of the approval varied soae^-'hat over the Z5-^ear period, 
the practice appeared to be generally the sa=ke. 

Following the research life cycle, formal protocol approval for use of the 
drug, local Medical 3oard approval of the eKperlEental plan, and often the 
$elf-espo3ure of the Investigator, the experincnt vaa ready for use on 
viDlunteers cecruited and screened under the volunteer ptogra!:!. It should 
Te noted chat although some vlt^eg^ea indicated that the nedical investi- 
gator alvays teste^l a new compound or agent on himself before using it on 
a soinntaet, such was not the case. Tnere vas ao evidence of a general 
practice or unwritten reouirement to do this or even that a majority of 
a:edical investigators supported such a practice.' 

The sDedfic number of volunteers authorised ia the research plan vae 

selected from the pool that was availahle at t-ie Medical Segearch Labora- 
tor7. Metnofls of briefing, selection, supervision , and control varied 
according to the type of ej^periaent , desires of the otedlcal investigator. 
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and Loc^l policy- Houever, evidence of a 196^ LSD experiaenc ac tdgevood 
appeared to repreaenc the nor^ial method of conduc"ijiB "olun c^ec expe risen cs 
wlch ::iac ::>-pe =f drug, ^ Is thac e.xpeTliQen.r, the lnvest:lgator 'b reports 
indicated c>-5C 15 sub j ecus were selected froci s graup af '*5 voiunceera on 
the baala af a psychiatric Lncervlev. Alaci , all 16 had oravloualy tacaived 
a ccT^otECe phyalcal axaalnatlDn, Laboratory scudles 'Jhlch Included ZZO, 
^^tiFlj and an Inter-Jlew by cbe Bcrsen-lng psychologist. The 16 subjects 
were explAiaad the program in genera.1 Lerzia , told of specific drug testa, 
aad other cast activl-ies ^hat "Jould taJ:e place. All the =£n readily 
agreed ra par^cipara. The gr^up uas then asaigned to the sans set of 
stjuad roo^s and a senior !:ia.ater sergear-t vlth aeur^ -psychic trie training 
and aspenance vas assLgiied to a room in the saaa araa, Furzhar, each 
icdlTiduaJ. -"as aaalg^ed a specific paTtaer. fnna aiDong bJ_3 rDCiriii=a.tes , vith 
wtiod he vTjtild always be scbedulad on ajiy test he vould undergo. Other 
concrols thac were taported were: each individiial would ccc^plece a per- 
sonal checJt list tvice daily Cthe report would list his nood» health, 
adclnistrative complaints » and comfort) ; the aaster sergeant supe— 'isor 
'JDuld tabular e che liars da^lj and Initiate any required cocr active action. 
£acb indi-.-ldual 3cc bi-veekly with a paychlfltrlat to leam more af the 
process and to vent his personal opinions. Finally, the report held that 
all psychocheaical sticias required nurses to he In actendance on a 2^ hours 
a dzj basis and the maintenance of detailed bebai^or chec!?: lisra for each 
^rolui^flflr Subject. 



Other er:>eri3enta nay have been documented in greater or lesser detail 
than descr^-hed Ab<7v&, havener, this ej:periaent was cited to show the 
average nethod of o^eratioci for a psycho chemical experiment- 

Field Test 

Uetersunij^g ^he etfact of a psychcche^ical agent on the morale aGd effl- 
ciericy of a -^illcary oiir uas -he objective of testing that class of drugs 
fr:;n che mcepcior. of -he volunteer pra^ra:::. Evidence oi the purpose of 
psycho chemical research was found in che report of the "?lrst Psychocneir- 
icai Conference/' which was held in May 155^,' At that conf?renc5 "za^j 
of che leacir:g psTchoche=ical nedlcal researchers presented che results 
of e;rpert^ents "hey had conducted on their own and under Ar^iy contract. 
At the conclusion of the meeting one of their reccis^endaclons was "Field 
' trials are now indicated. These should Include che effectiverLeas of 
performance af soldiers subjected zo psychoche^oicals in the execution 
of var gaiafis all the way frora desk levels to field levels." 

A similar reconcrrendatioa was offered by che "Ad 5oc Study Gcoutj ou Pgycho- 
chenlcal Ageucs" In their 13 ^crvember 1955 reporr co rhe Office of the 
Assistant Secretacy qZ Defense^ EAD,-^'^ The group's report, known as the 
"Wolff S-aport," carried a reco5=aeiidaclcc that "The axperlnent, aa outlined 
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